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DETAILED ACTION 

Claims 9, 15, and 25-29 have been amended. Claims 9-22 and 25-30 are pending and 
under consideration. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 9-22 and 25-30 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention.. 
(A) As drawn to peptides without anti-prolifcrative activity 

The instant specification states that the mixture of peptides corresponding to SEQ ID 
NO: 1-12 possessed no inhibitory activity against MCF-7 cells, but that SEQ ID NO:2, 3and 8 
possessed significant inhibitory activity, and explains that the remainder of the peptides are able 
to compete with the active peptides for receptor sites on MCF-7, but do not possess inhibitory 
activity (page 26, line 22 to page 27, line 13). The specification further teaches that out of the 
peptides A-M, that A, F and K exhibited significant anti-proliferative activity but that "other 
peptides were less activity or showed no activity" (page 27, lines 6-8). Thus the specification 
admits that some of the peptides A-M, outside of the peptides of A, F and K, exhibit no anti- 
proliferative activity. Applicant argues that the anti-proliferative activity is demonstrated in 
Figure 9. This is not persuasive. Figure 9 indicates that B and C have nearly the same 
proliferative activity as the negative control. There is no indication of the statistical significance 
for the relative numbers for proliferation between the negative control and the B plus C peptides. 
In light of the specification admitting that some of the peptides show no anti-proliferative 
activity, and the lack of teachings regarding the statistical similarity or difference between the 
anti-proliferative activity of peptides B combined with C relative to the negative control, it 
would be reasonable to conclude that peptides B and C have no anti-proliferative activity. One 
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of skill in the art would be subject to undue experimentation in order to use the products of 
claims 22, 25 and 30 with peptides other than SEQ ID NO:2, 3 or 8 because the specification 
fails to provide an alternative use for a peptide which is not an anti-proliferative peptide. One of 
skill in the art would also be subject to undue experimentation in order to use the peptides 
corresponding to the peptides of B and C which would include peptides of SEQ ID NO:l, 4-7 
and/or 9-12 because said peptides would not be expected to have anti-proliferative activity. 
(B) As drawn to the administration of the peptides to inhibit a viral infection or cancer in a 
patient. 

Claims 15-21 and 27 are drawn to methods of inhibiting viral proliferation in a subject. 
The specification teaches that the anti-proliferative ability of the low molecular weight peptides 
was quantitated using an MCF7 breast cancer cell line. This fails to provide any nexus with a 
method of treatment of a subject having a viral infection. The specification fails to teach a 
molecular nexus between the inhibition of growth of a breast cancer cell line and the inhibition 
of a viral infection. The specification fails to provide an objective evidence that the 
administration of the instant peptides can inhibit a viral infection or any viral infection, in a 
subject. The art recognizes that many compounds can show favorable activity in vitro but fail to 
show favorable activity in a clinical treatment. Mohanlal (WO0240717) teaches that an 
important reason for the high failure rate in clinical trials is the poor predictive value of currently 
used screening technologies for biological validation, pharmacological testing, and screening for 
success or failure of chemical entities and biologicals in clinical trials involving human subjects, 
which include screening based on in vitro assays, which inadequately represent the clinical 
disease phenotype of the patients in which the tested chemical entities or biologicals are intended 
to be used in the future. Mohanlal teaches that success of chemical entities or biologicals in cell 
screens does not necessarily translate into clinical success in patients because the majority of 
chemical entities or biologicals, while successful in said cell screens fail in clinical trials, 
particularly in late phase II and phase III trials for pharmacodynamic reasons (lack of efficacy 
and/or an unacceptable adverse event profile); and pharmacokinetic reasons. 

Applicant argues that it is not necessary to provide results in an animal model in order to 
demonstrate enablement. This has been considered but not found persuasive. The inhibition of 
pathological cells in vivo is complex and the art is unreliable. The MPEP (2163.03) states: 
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...in applications directed to inventions in arts where the results are unpredictable, the 
disclosure of a single species usually does not provide an adequate basis to support generic 
claims. In re Soil, 97 F.2d 623, 624, 38 USPQ 189, 191 (CCPA 1938). In cases involving 
unpredictable factors, such as most chemical reactions and physiological activity, more may be 
required. In re Fisher, 427 F. 2d 833, 839, 166 USPQ 18, 24 (CCPA 1970) (contrasting 
mechanical and electrical elements with chemical reactions and physiological activity). See also 
In re Wright, 999 F.2d 1557, 1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993); In re Vaeck, 947 
F.2d488, 496, 20 USPQ2d 1438, 1445 (Fed. Cir. 1991). 

It is rioted that "physiological activity" is classified as unpredictable which corroborates 
the teachings of Mohanlal (WO0240717) on the poor predictive value of currently used 
screening technologies for biological validation, pharmacological testing, include screening 
based on in vitro assays, which inadequately represent the clinical disease phenotype of the 
patients. It is further noted that there is no objective evidence in the art that agents which inhibit 
the proliferation of cancer cells, such as doxorubicin and etoposide would also inhibit 
proliferation of viral infection in a subject. Conversely, agents such as anti-retrovirals, do not 
inhibit the proliferation of cancer cells in a subject. Thus, there appears to be no molecular basis 
for extending the observation that peptides of SEQ ID NO:2, 3, and 8 inhibit the growth of a 
breast cancer cell line in vitro to the inhibition of a viral infection in a subject. 

All other rejections and objections as set forth or maintained in the prior Office action are 
withdrawn in light of applicants amendments. 

All claims are rejected. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Karen A Canella/ 

Primary Examiner, Art Unit 1643 



